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1. 

2. The final rejection is withdrawn. 

3. Claims 3, 4 and 7 are pending. Claims 1 , 2, 5 and 6 have been canceled. 
Applicant's claim to foreign priority from application Japan 2003-121 103 filed April 25, 
2003 is acknowledged. Applicant's amendments and arguments filed after final on 
November 4, 2008 have been entered and carefully considered. 

Prior Rejections 

4. With regard to the prior rejection of claims 1 , 2, 5 and 6 under 35 U.S.C. 102(a) 
and (e), Applicants have canceled claims 1 , 2, 5 and 6 outright. Therefore the rejection 
of claims 1,2,5 and 6 as anticipated by Nomura et al. is hereby withdrawn. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Nomura 
et al.,US 6,387,908 B1, May 14, 2002 ('908), and their application 09/508026 filed May 
5, 2000, and in further view of Stahl et al. (Handbook of Pharmaceutical Salts, 
Properties, Selection, and Use.,Verlag Helvetica Chimica Acta, Zurch, 2002). 

7. Claim 7 is drawn organic amine salts of (2S,3S)-3-[[(1 S)-1 -isobutoxymethyl-3- 
methylbutyl]carbamoyl]oxirane-2-carboxylate, including piperazine, arginine, lysine, and 
benzathine. Nomura et al. teach the same epoxysuccinamide derivative (Table 1 , 
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Column 9, Compound No. 87) and further teach that the base of this derivative can form 
organic amine salts reciting "The epoxysuccinamide derivative of the invention can be 
employed in the form of a physiologically acceptable salt. For example, in the case that 
R 1 is a hydrogen atom and X is -O-, it forms a salt with an alkali metal (e.g., sodium or 
potassium), an alkaline earth metal (e.g., calcium), or an organic amine However, 
Nomura et al does not specifically teach the instantly claimed organic amine counter 
ions. Stahl et al. remedies the deficiency of Nomura et al. by teaching, as general 
reference in the art, piperazine, arginine, lysine, and benzathine organic salts, and 
thereby establishing these organic amines as counter ions that are well known in the art 
and obvious to one of ordinary skill in the art (see piperazine: pages 1 42, 21 5, 267, 321 , 
343, 345; arginine: pages 142, 215, 267, 311, 342-345; lysine: pages 215, 262, 267, 
319, 344, 345; benzathine: pages 164, 168, 267, 312). While the use of these salts are 
novel to the process claimed, the salts themselves are obvious to one of ordinary skill in 
the art. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David E. Gallis whose telephone number is 571-272- 
9068. The examiner can normally be reached on Mon-Thur 8:30-7:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571 -272-1 600. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/ 

David E. Gallis 
Patent Examiner 

/ Bernard Dentz/ 

Primary Examiner, Art Unit 1625 



